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Recall Name

BioMerieux SA Recalls NucliSENS® easyMAG® Magnetic Silica for

Nucleic Acid Extraction Due to Potential for Inaccurate Test Results

Recall Date Product Description Recalling Firm Recall Reason
07/18/16 NucliSENS® easyMAG® BioMerieux SA. Kits with the affected lots of
Magnetic Silica Chemin De L'Orme the Magnetic silica have
Marcy L'Etoile exhibited a decrease of
Reference Number: 280133 | France extraction performance with
certain downstream
applications.
The detection problem could
lead to a risk of false negative
or invalid results for clinical
laboratory tests.
i?;il Product Identification Distribution Affected Dates

Lot Numbers:

Z017BB1MS, Z017BF1MS,
Z017CA1MS, Z017BE1MS,
Z017CCIMS, Z017CD1MS,
Z017CHI1MS, Z017BD1MS,
Z017DB1MS, Z017BA1MS,
Z017CF1MS, Z017CE1IMS,
Z017CG1MS, Z017DA1IMS,
Z017DC1MS, Z017DD1MS,
Z017EAIMS, Z017EB1MS,
Z017FB1MS, Z017FA1MS,
Z017KG1MS, Z017KH1IMS

CA, nationwide

Distribution start date:

01/14/2016

FOR ADDITIONAL INFORMATION, PLEASE VISIT:

http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm516437.htm



http://www.fda.gov/MedicalDevices/Safety/ListofRecalls/ucm516437.htm

